II. Access to CalProtects a. Registration:
To access CalProtects, researchers must register for a user account with CalProtects. CPHS staff reviews all requests for registration and will approve acceptable requests within one business day of request.
All project personnel are required to register individually prior to gaining access to their projects on CalProtects. Each protocol requires a minimum of two registered users -a Principal Investigator (PI) and Responsible Official (RO). If there are multiple PIs, researchers, and/or administrative staff on the project, they must register individually.
STEP-BY-STEP: CalProtects User Account Registration
1. Using a browser, navigate to CalProtects: https://cphs.keyusa.net/ (Firefox is recommended) 2. Click the "Register" button found on the right hand side of the screen 3. The "New User Registration" page will load, complete accordingly 4. Answer the "Word Verification" at the bottom of the page -click the "Try a new code" button if you need a different image 5. Upon completion, click the "Submit" button at the bottom of the page 6. You will immediately receive an email notification regarding the request 7. Within one business day, you will receive an email notification stating your registration was approved by CPHS staff 8. In a separate email, you will receive a default password for your account -use it once to log in 9. In your initial login, the system will prompt you to create a new password
b. User Roles:
There is a maximum of five personnel allowed listed for each protocol. All personnel listed on a protocol have access to view and submit that protocol to CPHS. In addition, all personnel listed on a protocol receive email notifications regarding all activity on that protocol. A Principal Investigator and Responsible Official are required to be listed for each protocol. A third Co-PI can be listed as an Other Contact. Personnel listed on approved protocols can be edited via an Amendment (see page 17) or with a Continuing Review (see page 16).
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Definitions of roles are as follows: 
III. Application Types
There are two different applications on CalProtects: 1) for requesting a determination of whether a protocol is considered not research or exempt from review; and 2) for projects requesting CPHS approval in order to conduct research.
a. Determination for Exempt Research/Not Research:
If a researcher is unsure whether their project requires CPHS approval, a request for determination must be submitted. CPHS will determine whether the protocol falls under its purview.
Researchers requesting a determination from CPHS must complete and submit a "Determination for Exempt Research/Not Research" application via CalProtects. This application requires a Principal Investigator and a Responsible Official be listed on the protocol. A Co-Principal Investigator, Administrative Contact, and an Other Contact are optional.
Determination requests are reviewed on an expedited basis and are assigned to one reviewer. Once a determination is made, all personnel listed on the protocol are notified immediately via email.
STEP-BY-STEP: Determination Request Submission
1. Navigate to CalProtects: https://cphs.keyusa.net/ 2. Instruct all necessary personnel to register for CalProtects user accounts (see page 5) 3. Either the project's PI or RO must log into own account 4. On the Researcher Dashboard, click the "Create Protocol" button 5. The Create Protocol page will load, complete accordingly (do not click "Create" button until all the questions have been completed) 6. Select the IRB option "Determination for Exempt Research/Not Research" 7. The Principal Investigator field will appear with the current user signed in -if not PI, click the "Clear" button to erase this information and reselect IRB type 8. To add personnel, click the small binoculars image to the right of a role's name field 9. A pop-up window will appear -search for user by User ID or by First and Last Name, then click the "Find" button 10. A list is generated, select the user and click the "OK" button -the selected user's information will appear in the role's fields 11. Upon completion, click the "Create" button found on either top or bottom of the page Projects that are under CPHS purview must obtain CPHS approval prior to beginning research. Projects that require CPHS approval are separated into three categories of review. These categories are based on the following four factors:
i. Death-Data Only:
Death-Data Only approval by CPHS is required by California Health and Safety Code Section 102231(a)(3) prior to the release of death data files containing personal identifying information to persons expressing a valid scientific interest. The full text of these and related statutes are contained in Sections 102175-102249. Projects exclusively using death data files (without living human subjects contact) may be evaluated through an expedited review. The death data review is focused on data security and privacy.
An approval from the California Department of Public Health's Vital Statistics Advisory Committee (VSAC) is required prior to CPHS review (see page 13). The VSAC approval must be attached to the protocol submission in the Attachments section.
ii. Information Practices Act (IPA):
The Information Practices Act (IPA), Civil Code 1798.24(t) (www.leginfo.ca.gov/cgibin/displaycode?section=civ&group=01001-02000&file=1798.24-1798.24b) is a state statute that requires CPHS to approve all of the research projects from the University of California and other educational institutions that are requesting personal information from any state department. The Information Practices Act requirements are narrower than the Common Rule review as it focuses on data privacy and security issues. All IPA projects are reviewed on an expedited basis.
See the Data Release Requirements section (see page 13) to see what your protocol may require for an IPA submission.
iii. Common Rule:
The Common Rule, 45 CFR 46, is the federal regulations for research protection compliance that CPHS and all institutional review boards throughout the United States must follow. The Common Rule applies to all projects that have an affiliation of research staff, funding, or subjects (such as patients at State mental hospitals and State developmental hospitals) with any of the 13* departments under the CHHSA. If a study is only requesting personal information and has no other affiliation with these departments, then a Common Rule review is not required. However, an Information Practices Act or a Death Data review may be required. Refer the Data Release Requirements section (see page 13) to see what your protocol may require for a Common Rule submission.
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STEP-BY-STEP: CPHS Approval Request Submission
1. Navigate to CalProtects: https://cphs.keyusa.net/ 2. Instruct all necessary personnel to register for CalProtects user accounts (see page 5) 3. Each personnel listed on the protocol must log into their own account 4. While on the Researcher Dashboard, click the "Create Protocol" button 5. You will be taken to the Create Protocol page, complete accordingly (do not click "Create" button until whole page is answered) 6. Select the IRB option "Request for CPHS Approval" 7. The Principal Investigator field will appear with the current user signed in -click the "Clear" button to erase this information (reselect IRB type) 8. To add personnel, click the small binoculars image to the right of a role's name field 9. A pop-up window will appear -search for user by User ID or by First and Last Name, then click the "Find" button 10. From the users generated, select correct user and click the "OK" button. 11. The selected user's information will appear in the role's fields 12. Once completed, click the "Create" button found on either top or bottom of page 13. A new protocol will open in a separate window -complete each field accordingly 14. Click the "Check for Completeness" button on the left hand side of the screen to ensure all fields are answered 15. Upon completion, click the "Submit Form" button on the left hand side of the screen 16. After selecting the "Yes" option, the window will close 17. The protocol can be found under the "NEW" section header on the "Researcher Dashboard" 18. Check your email daily for return notes, comments, or approval notifications regarding your protocol
IV. Levels of Review
Depending on the type of research being executed, the review of a protocol may be conducted at a scheduled public CPHS meeting or on an expedited basis.
A. Full Committee Review:
Protocols may require review by the committee at one of their scheduled public meetings. CPHS staff will notify researchers if their protocol requires full committee review.
Most projects that have any contact with human subjects, such as a survey or collection of specimens, must be initially approved at a scheduled public meeting. If they are deemed to be minimal risk, all subsequent reviews may be reviewed on an expedited basis.
If a protocol is to be heard at a scheduled public meeting, the researcher is to provide CPHS with 14 front-and-back hardcopies of their project's protocol and all of its attachments, including any consent/assent forms and tests or surveys, that were submitted via CalProtects. Do not mail any copies until contacted by CPHS staff. Researchers must notify CPHS staff on how they plan on having their protocol represented at the meeting. A hearing schedule will be emailed within a week of the meeting to all interested parties. All meetings are open to the public and conducted in compliance with the Bagley-Keene Open Meeting Act. All researchers are required to provide a brief oral summary of their project to the entire committee when requested by a committee member.
B.Expedited Review
Expedited Review protocols are reviewed on an expedited basis by one or two reviewers, as opposed to the entire committee at a scheduled public meeting. Unless otherwise notified by CPHS, your project will be reviewed as expedited.
C.Facilitated Review
This section is currently being revised. For information regarding this subject, contact CPHS staff at (916) 326-3660 or at CPHS-Mail@oshpd.ca.gov. 
B. IRB Reliance:
B. Retrieval
Past and current approval letters can be found within a protocol's Event History. The letter will open in PDF format. Follow the instructions below to retrieve your protocol's approval letter.
STEP-BY STEP: Approval Letter Retrieval
1. Log into CalProtects 2. While on the "Researcher Dashboard", locate the project listed under the "Approved Protocols" section header 3. Click on the project's "Protocol ID" number 4. Open the protocol in "View Mode" 5. The protocol will open in a separate window 6. Click the "Event History" button on the left hand side of screen 7. All the protocol's past and current events will be listed in chronological order (with the most recent events on the bottom) 8. Click on the "Approval Letter" link to view an approval letter for the protocol 9. The letter will open in PDF format
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C. Submission Deadline and Expiration Dates
Current deadlines for protocol submission dates are found on the CPHS homepage (http://oshpd.ca.gov/Boards/CPHS/meetingsdeadlines.html).
Submission Deadline Dates are set about a month before a project's Expiration Date. The Expiration Date is the date on which a project's approval ends. If a protocol's Continuing Review is not submitted by its Expiration Date, its CPHS' approval expires and all research must cease.
To find a protocol's Submission Deadline and Expiration Date, view its most recent approval letter (see pervious page).
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VII. Approval Maintenance
A. Protocol Renewals:
Pursuant to 45 CFR 46.109(e), CPHS cannot approve a project for more than one year at a time. Therefore, project's requiring CPHS approval must be renewed at least once a year to continue conducting their research. Protocol personnel are given access to start a Continuing Review within 60 days of their protocol's expiration date. Changes can be proposed along with a Continuing Review submission. Protocols reviewed as expedited proposing major changes may require review from the committee's scheduled public meeting.
If a protocol is not renewed, it expires. Contact CPHS staff to inquire about renewing an expired protocol.
If any of the following categories apply to the protocol, follow the instructions below.
i. Determinations of Exempt Research/Not Research:
When a protocol is found to be exempt/not research, it will remain with that determination indefinitely and no annual review is necessary. However, committee review is required when major protocol altering changes are proposed. Changes must be reviewed by CPHS staff via an Amendment submission (see next page).
ii: Facilitated Review Protocols: Facilitated Reviews must be renewed annually via CalProtects. Follow the steps below to submit a Continuing Review for your protocol on CalProtects. When completing a Continuing Review for a Facilitated Review protocol, enter "N/A: Facilitated Review" in all text boxes that do not apply.
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Revised 1/29/14 STEP-BY STEP: Protocol Renewal 1. Log into CalProtects 2. While on the "Researcher Dashboard", locate the project listed under the "Approved Protocols" section header 3. Click on the project's "Protocol ID" number 4. A small pop-up window will appear, choose the "Start Continuing Review" option 5. The "Continuing Review" form will open in a separate window 6. Complete the form and proceed to the appropriate sections to make any changes 7. Navigate to the "Obligations" section and check all appropriate digital signature boxes 8. Upon completion, click the blue "Submit Form" button on the left hand side of the screen 9. A small pop-up window will appear confirming your submission 10. After choosing the "Yes" option, the window will close 11. The protocol can be found under the "Continuing Review" section header on the "Researcher Dashboard" 12. Check your email daily for return notes, comments, or approval notifications
B. Protocol Amendments:
Proposed amendments must be reviewed and approved by CPHS before being implemented. If project changes must be made without prior CPHS approval for protection of subject safety and welfare, a Report Form must be submitted to CPHS within 48 hours of the occurrence (see page 20).
If a protocol is within 60 days of its Expiration Date, changes can be proposed along with a Continuing Review, and a separate Amendment is not needed.
When a researcher is required to make changes to their protocol or their protocol's personnel, an Amendment must be submitted via CalProtects. (Note: There is a track changes feature built into CalProtects).
When amendments for a protocol are approved, the researcher and all project personnel will receive notification via email. The protocol's submission deadline date and expiration date will not change. Reference the protocol's most recent approval letter to see the protocol's Submission Deadline Date and Expiration Date.
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STEP-BY-STEP: Protocol Amendments
1. Log into CalProtects 2. While on the "Researcher Dashboard", locate the project listed under the "Approved Protocols" section header 3. Click on the project's "Protocol ID" number 4. A small pop-up window will appear, select the "Start Amendment" option 5. The "Amendment" form will open in a separate window 6. Complete form and proceed to the appropriate sections to make your changes. 7. Navigate to the "Obligations" section and check all appropriate digital signature boxes 8. Upon completion, click the blue "Submit Form" button on the left hand side of the screen 9. A small pop-up window will appear to confirm your submission 10. Select the "Yes" option, the window will close 11. The protocol can be found under the "Amendments" section header on the "Researcher Dashboard" 12. Check your email daily for return notes, comments, or approval notifications regarding the protocols
VIII. Protocol Closure
A. Protocol Completion:
When a protocol's data collection, data analysis, and publications are completed, a Final Report Form must be submitted to CPHS. Personally identified data must be destroyed or returned as required in the original protocol. Projects may be considered completed if they are in the publication stage, as long as there will be no further data analysis. However, it is recommended that a protocol be filed for completion after its findings have been published (if applicable).
Follow the steps below to submit a Final Report Form on CalProtects.
STEP-BY-STEP: Protocol Completion
1. Log into CalProtects 2. While on the "Researcher Dashboard", locate the project listed under the "Approved Protocols" section header 3. Select the project's "Protocol ID" number 4. A small pop-up window will appear, choose the "Start Final Report Form" option 5. After you answer a set of questions, the "Final Report Form" will open in a separate window 6. Once completed, click the "Submit Form" button on the left hand side of the screen 7. A small pop-up window will appear to confirm submission. 8. Select the "Yes" option, the window will close 9. The protocol can be found under the "Final Report" section header on the "Researcher Dashboard" 10. Check your email daily for return notes, comments, or approval notifications regarding the protocol
B. Protocol Withdrawal:
Protocols that will not be completed must be withdrawn from CalProtects. Contact CPHS staff to notify them of the protocol's withdrawal. CPHS staff will remove it from CalProtects manually.
C. Protocol Expiration:
If a protocol is not renewed, it will expire. All personnel listed on the protocol receive an email notification of the expiration. All data collection, data analysis, and research related to the project must cease until approval is restored. To continue the expired protocol's research, a new protocol must be created and submitted via CalProtects.
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IX. Reporting Events to CPHS
A. Reporting Adverse Events, Unanticipated Problems, Security Breaches, and Protocol Deviations:
Adverse events, unanticipated problems, security breaches, and protocol deviations must be reported to CPHS immediately (within 48 hours of the event). A researcher must complete and submit a Report Form for the protocol on CalProtects. After submitting the Report, the researcher must call CPHS staff to notify them of the submission.
1. An Unanticipated Problem occurs when any incident, experience, or outcome meets all of the following criteria:
a. unexpected (in terms of nature, severity, or frequency) given (a) the research procedures that are described in the protocol-related documents, such as the IRB-approved research protocol and informed consent document; and (b) the characteristics of the subject population being studied;
b. related or possibly related to participation in the research (in this guidance document, possibly related means there is a reasonable possibility that the incident, experience, or outcome may have been caused by the procedures involved in the research); and c. suggests that the research places subjects or others at a greater risk of harm (including physical, psychological, economic, or social harm) than was previously known or recognized.
2. An Adverse Event occurs when any event meets the following definition:
a. Any untoward or unfavorable medical occurrence in a human subject, including any abnormal sign (for example, abnormal physical exam or laboratory finding), symptom, or disease, temporally associated with the subject's participation in the research, whether or not considered related to the subject's participation in the research (modified from the definition of adverse events in the 1996 International Conference on Harmonization E-6 Guidelines for Good Clinical Practice).
b. Adverse events encompass both physical and psychological harms. They occur most commonly in the context of biomedical research, although on occasion they can occur in the context of social and behavioral research. administrative, physical, or electronic safeguards as stated within the protocol, such as improper encryption of data, unauthorized/wrong recipient of data, lost or stolen equipment involving research/data, improper release or disposal of data, and data storage left unlocked, unsupervised, or unattended. 4. A Protocol Deviation occurs when there is any departure or change from the protocol that has not been approved by the IRB. A Protocol Violation is a deviation that MAY AFFECT a subject's rights, safety or well-being and/or the completeness, accuracy and reliability of the study data.
Examples of a Protocol Deviation may be scheduling a required procedure outside of the time frame specified in the protocol, or a higher rate of response to a survey than had been expected or approved. A protocol deviation that DOES NOT have a major impact on the subject's rights, safety or well-being, or the completeness, accuracy and reliability of the study data, is considered a minor deviation.
Examples of a Protocol Violation are:
1. enrolling subjects who did not meet entry criteria without prior permission 2. failing to obtain informed consent prior to any study-related procedures 3. failure to treat subjects according to protocol procedures that specifically relate to primary safety or efficacy endpoints
Follow the steps below to file a Report Form for a protocol on CalProtects.
STEP-BY-STEP: Protocol Report Forms
1. Log into CalProtects 2. While on the "Researcher Dashboard", locate the project listed under the "Approved Protocols" section header 3. Select the project's "Protocol ID" number 4. A small pop-up window will appear, choose the "Start Report Form" option 5. After you answer a set of questions, the "Report Form" separate window will open 6. Upon completion, click the blue "Submit Form" button on the left hand side of the screen 7. A small pop-up window will appear confirming your submission 8. Select the "Yes" option to close the window 9. The protocol can be found under the "Report" section header on the "Researcher Dashboard" 10. Check your email daily for return notes, comments, or approval notifications regarding the protocol Every protocol submitted for any type of review is screened by CPHS staff. The staff reviews every submission for completeness and accuracy. If the staff finds an issue with the submission, they will write Return Notes describing said issue(s). All personnel listed with the protocol will receive an email notification when Return Notes are written. The protocol is no longer considered submitted and opens to the researcher for editing. The Return Notes must be addressed and the protocol resubmitted after corrections and/or clarifications are made. If the items on the Return Notes are not corrected, the protocol will not pass staff screening and will be returned until addressed. Researchers cannot reply back with their own notes. Screening approval from CPHS staff is required before a protocol can be considered for committee approval.
To locate your protocol's Return Notes, follow the steps below. Contact CPHS staff for clarity on a Return Note or if you believe you were sent a Return Note incorrectly.
STEP-BY-STEP: Return Notes
1. Log into CalProtects 2. While on the "Researcher Dashboard", locate the project listed under its corresponding header 3. Click on the project's "Protocol ID" number 4. A small pop-up window will appear, choose either the "View" or "Edit" mode option 5. The protocol will open in a separate window 6. Click on the "Return Notes" button on the left hand side of the protocol 7. A separate pop-up window will appear with the protocol's current Return Notes (you cannot reply back) 8. Navigate back to the protocol window and proceed to make necessary changes 9. Upon completion, click on the "Submit Form" button on the left hand side of the protocol
B. Commenting:
If a reviewer has any questions or concerns regarding a protocol, they may send the researcher a comment via CalProtects. All personnel listed with the protocol will receive an email notification when comments have been sent. The protocol associated with the comment remains submitted for review. The protocol is now unlocked for the researcher to edit. Once the researcher has made all necessary changes, the researcher must reply back to the reviewer's comment. After the reply is sent, the protocol is no longer available for the researcher to edit. Please note: A researcher cannot initiate the first comment. If
Voluntary Participation
This section should provide a clear statement that participation in the research is voluntary and that refusal to participate or withdrawal from the research at any point will not result in any penalty or loss of benefits to which the subject is otherwise entitled.
Research Participant's Bill of Rights
This section should include a statement that the subject is being given a copy of the Research Participant's Bill of Rights in addition to the informed consent form. For medical experiments, California law (Health and Safety Code, Section 24172) requires that the "California Research Participant's Bill of Rights" be used. English and Spanish versions of these forms are available on the CPHS Forms page. Medical experiments are defined in Section 24174 as:
"(a) The severance or penetration or damaging of tissues of a human subject or the use of a drug or device, as defined in Section 109920 or 109925, electromagnetic radiation, heat or cold, or a biological substance or organism, in or upon a human subject in the practice or research of medicine in a manner not reasonably related to maintaining or improving the health of the subject or otherwise directly benefiting the subject.
(b) The investigational use of a drug or device as provided in Sections 111590 and 111595.
(c) Withholding medical treatment from a human subject for any purpose other than maintenance or improvement of the health of the subject."
For non-medical research, the "Research Participant's Bill of Rights for Non-Medical Research" (Appendix IV) should be used. The Spanish version of this document is also included in Appendix IV. The researcher may submit alternative versions of the bill of rights for non-medical research for CPHS approval.
A copy of the approved medical or non-medical bill of rights must be attached to the consent form given to the subject.
Consent Statement and Signature
This is a signed and dated statement that the subject gives consent to participate in the research study and has received a copy of the Research Participant's Bill of Rights. For this statement the pronoun "I" should be used. If applicable, space should be provided for the signature of a witness. In certain circumstances the signatures of both parents may be required for children who are involved in research (see CFR §46.408).
